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physician, the Poison Control Center,
or hospital emergency room imme-
diately for advice.’’

The following warning: Warning—
Keep out of reach of children. Do not
use in unconscious persons. Ordinarily,
this drug should not be used if strych-
nine, corrosives such as alkalies (lye)
and strong acids, or petroleum dis-
tillates such as kerosene, gasoline, coal
oil, fuel oil, paint thinner, or cleaning
fluid have been ingested.

ISOAMYLHYRDOCUPREINE AND ZO-
LAMINE HYDROCHLORIDE RECTAL
PREPARATIONS FOR EXTERNAL
USE (See § 310.201(a)(3) of this chapter.)

Warning—Do not use this preparation
in case of rectal bleeding, as this may
indicate serious disease.

NEOMYCIN SULFATE WITH A VASO-
CONSTRICTOR, IN NASAL PREPARA-
TIONS (SPRAY OR DROPS).

Caution—Do not exceed recommended
dosage. Do not administer to children
under 3 years of age unless directed by
physician.

PRAMOXINE HYDROCHLORIDE FOR
EXTERNAL USE. (See § 310.201(a)(19) of
this chapter.)

Caution—Do not use in the eyes or
nose. Not for prolonged use. Do not
apply to large areas of the body. If red-
ness, irritation, swelling, or pain per-
sists or increases, discontinue use un-
less directed by a physician.

SODIUM GENTISATE. (See §§ 201.314,
310.201(a)(2) of this chapter.)

Warning—Do not give to children
under 6 years of age or use for pro-
longed period unless directed by physi-
cian.

Warning—Keep this and all medica-
tions out of the reach of children; or

Warning—Keep out of the reach of
children.

If offered for use in arthritis or rheu-
matism, in juxtaposition therewith,
the statement:

Caution—If pain persists for more
than 10 days, or redness is present, or
in conditions affecting children under
12 years of age, consult a physician im-
mediately.

TUAMINOHEPTANE SULFATE
NASAL PREPARATIONS. (See
§ 310.201(a)(16) of this chapter.)

Caution—Do not exceed recommended
dosage. Overdosage may cause nervous-
ness, restlessness, or sleeplessness. In-
dividuals with high blood pressure,
heart disease, diabetes, or thyroid dis-
ease should use only as directed by
physician. Do not use for more than 3
or 4 consecutive days unless directed
by physician.
VIBESATE PREPARATIONS. (See
§ 310.201(a)(18) of this chapter.)

Caution—Do not use but consult phy-
sician for deep or puncture wounds or
serious burns. If redness, irritation,
swelling, or pain persists or increases,
discontinue use and consult physician.

Warning—Contents under pressure.
Do not puncture. Do not use or store
near heat or open flame. Exposure to
temperatures above 130° Fahrenheit
may cause bursting. Never throw con-
tainer into fire or incinerator.
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§ 369.22 Drugs; warning and caution
statements specifically required by
law.

PREPARATIONS CONTAINING
HABIT-FORMING DERIVATIVES OF
SUBSTANCES NAMED IN SECTION
502(d) OF THE ACT. (See §§ 329.1, 329.10,
and 329.20 of this chapter.)

The statement ‘‘Warning—May be
habit forming’’ is required to appear on
the labels of all drugs containing de-
rivatives designated in § 329.1 of this
chapter as habit forming, including ex-
empt narcotic preparations described
in § 329.20(a) of this chapter and prep-
arations containing one or more de-
rivatives of barbituric acid, unless such
drug is not suitable for internal use
and is distributed and sold exclusively
for such external use as involves no
possibility of habit formation.
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